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Washington, D.C. 20231 

Reply 

Dear Sir: 

This is a Petition to the Director to invoke the Director's supervisory authority under 37 
C.F.R. § 1.181(a)(3) (2003). A Response to the Office Action dated November 19, 2003 is filed 
under separate cover. 

Remarks 
Status of the Claims. 

Claims 1-31 are pending in the Application of which Claims 9 and 18-31 are withdrawn 
from consideration and Claims 1-8 and 10-17 are objected to as containing non-elected subject 
matter. 

Procedural History. 

In an Office Action mailed July 30, 2001, the Examiner required the Applicants to elect 
one of three groups drawn to compounds of Formula I, classified in various classes and 
subclasses (hereinafter "Restriction Requirement I"). The Examiner further required that the 
Applicants elect a single disclosed species from within the elected group. In a Response dated 
October 12, 2001, the Applicants elected Group I the species found on page 66, line 8, of the 
specification, namely 3-hydroxy-naphthalene-2-carboxylic acid (6-guanidino-pyridin-3-yl)- 
amide. The Applicants trayersed the election of species requirement to the extent that the 
Examiner intended that the non-elected species would be permanently withdrawn from 
consideration. Restriction Requirement I was maintained in an Office Action dated December 5, 
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2001, the Applicants requested reconsideration of the objection to Group I as containing non- 
elected subject matter in their June 24, 2002 Response. All other substantive issues were 
resolved and Applicants thus believed the Application was put in condition for allowance. In a 
final Office Action dated November 20, 2002, the Examiner again maintained the objection to 
Claims 1-8 and 10-17 as containing non-elected subject matter. The Applicants requested that 
the Examiner reconsider and also filed a Petition from Requirement for Restriction under 37 
C.F.R. § 1.144 (2003). The Petition was granted (hereinafter "Granted Petition") with direction 
to the Examiner to examine Claim 1 in its full breadth in accordance with M.P.E.P. § 803.02. 

On remand, the Examiner made a second Requirement for Restriction mailed on August 
4, 2003 (Restriction Requirement II). A Response was made on August 26, 2003 in which the 
Applicants elected the species found on page 66, line 8, of the Specification, namely 3-hydroxy- 
naphthalene-2-carboxylic acid (6-guanidino-pyridin-3-yl)-amide, 



where, in Formula I, R 1 , R 4 , R 8 , R 9 , R 20 , and R 53 are each hydrogen, R 51 and R 52 together form 
=0, R 5 is hydroxy, X, X 2 , X 3 , and X 4 are each carbon, X 1 is nitrogen, and R 2 and R 3 together 



that nonelected subject matter would be withdrawn from consideration permanently and 
requested reconsideration. 

In an Office Action dated November 19, 2003 the Examiner maintained the Restriction 
Requirement II and did not extend the search. The Examiner cited 35 U.S.C. 121 and 37 C.F.R. 
1.142(b) as authority for restricting the Applicants' Invention. In a Response dated February 19, 
2004, Applicants maintained the traversal of the Restriction Requirement II as improper and 
respectfully requested reconsideration. 



HO 




NH 2 




13 



and R is hydrogen. The Applicants also traversed the Restriction to the extent 
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Arguments . 
Ripeness for Petition 

Under the authority of 37 C.F.R. § 1.181 (a) (3) (2003), the Applicants respectfully 

petition "[t]o invoke the supervisory authority of the Commissioner in appropriate 

circumstances." The requirements to petition are as follows: 

(c) When ^ petition is taken from an action or requirement of an 
examiner in the ex parte prosecution of an application, or in the ex 
parte or inter partes prosecution of a reexamination proceeding, it may 
be required that there have been a proper request for reconsideration (§ 
1.111) and a repeated action by the examiner. 

§ 1.181 (c). The Examiner made a restriction requirement ("Restriciton Requirement II") on 

August 4, 2003 which stated that "[a]ll compounds falling outside the class(es) and subclass(es) 

of the selected compound and any other subclass encompassed by the election above will be 

directed to nonelected subject matter and will be withdrawn from consideration under 35 U.S.C. 

[§] 121 and 37 C.F.R. [§] 1.142(b)." In a Response dated August 26, 2003, the Applicants 

traversed the Restriction Requirement II and requested reconsideration. In a second Office 

Action dated November 19, 2003, the Examiner repeated the restriction requirement, maintaining 

it as proper, but did not explicitly make the restriction final. The Applicants believe that this is 

now a petitionable matter. Xhe Applicants respectfully request that the Director instruct the 

Examiner to follow the instructions given in the first Petition from Requirement for Restriction 

dated April 28, 2003 (hereinafter Granted Petition I). 

Restriction Requirement . 

In the Granted Petition decision, the Director stated "It is clear from the prosecution of 
the application that the examiner has failed to follow the procedures outlined in M.P.E.P. 803.02 
following an election of species." In the Restriction Requirement II and Office Action mailed 
subsequent to this decision, the Examiner has not again followed the procedure for treatment of 
Markush claims as delineated in the M.P.E.P. § 803.02. The Examiner reiterated that the 
restriction was proper on the grounds that the Markush claim contained patentably distinct 
inventions, using arguments disallowed by the Office and rejected by the courts as improper. The 
Applicants emphasize that the standard is patentability and not whether the claim contains 
patentably distinct subject matter. 
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The Director, recognizing § 803.02 as the proper procedure, gave direction to the 
Examiner that "[c]laim 1 will be examined in its full breadth in accordance with M.P.E.P. 
803.02" (emphasis added). Tfe Examiner refused to extend the search beyond the elected 
species and the narrow claim as drawn up by the Examiner. See p. 3 of the Office Action. The 
nonelected subject matter was then withdrawn from further consideration. 

As previously argued by the Applicants, the Examiner's use of 35 U.S.C. § 121 to restrict 
and reject the Applicants' generic Markush claim is in contravention of case law. See In re 
Haas, 486 F.2d 1053 (C.C.P.A. 1973) {Haas I) (further proceedings at In re Haas, 580 F.2d 461 
(C.C.P.A. 1978) (which proyides that an objection of the type in this Application amounts to a 
rejection)); In re Weber, 580 F.2d 455, 460 (C.C.P.A. 1978) ("[d]ealing, as it does, with 
requirements for restriction, § 121 says nothing whatever about the rejection of claims, a matter 
entirely separate from restriction."); Ex parte Holt, 214 USPQ 381 (Bd. App. 1982) {Holt I) 
(subsequent proceedings at Ex parte Holt, 218 U.S.P.Q. 747 (B.P.A.I. 1982); Rohm and Haas 
Company v. Robert Gottschalk, Commissioner of Patents, 504 F.2d 259 (D.C. Cir.1974); and In 
re Watkinson, 900 F.2d 23Q, 232 (Fed.Cir.1990) (stating that "[u]nder In re Weber, ...[at 458] 
and In re Haas, . . .[at 464], it is never proper for an examiner to reject a Markush claim under 35 
U.S.C. § 121." (Emphasis in the original)). See also Applicants' previous Responses for detailed 
arguments. 

The Examiner also cites 37 C.F.R. § 1.142(b) for the authority to carve out a subgeneric 
concept from a claim. However, the Applicants respectfully point out that § 1.142(b) refers to 
claims being withdrawn, and not subject matter within a claim being withdrawn. Finally, the 
Examiner asserts that there would be a severe burden to classify, search, and examine the 
application if not restricted in this manner. However, in the Granted Petition, the Director 
determined that the examination would not be burdensome, stating that "[s]uch a limited search, 
even if expanded , could not be considered burdensome to the examiner" (emphasis added). By 
the Office's own admission, the examination of the invention as presented by the Applicants 
would not impose a serious burden on the Examiner. 

Summary 

In conclusion, the Patent and Trademark Office Board of Patent Appeals and its 
reviewing court have clearly and unequivocally held that the Patent Office may not require the 
narrowing of a generic claim pursuant to a restriction requirement. In response to the 
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Applicants' petition to review Restriction Requirement I, the matter was remanded to the 
Examiner with instructions tp examine claim 1 "in its full breadth in accordance with M.P.E.P. 
803.2". Accordingly, the Applicants respectfully request that the remainder of their generically 
claimed invention be examined on the merits and that, in the absence a statutory or judicially 
created basis for forming a rejection, Claims 1-8 and 10-17 be allowed. Should the Director 
deny the Petition under § 1.181, the Applicants will file a Petition from the Requirement for 
Restriciton under 37 C.F.R. § 1.144 (2003). 



Respectfully submitted, 



February 19, 2004 



Celera, An Applera Corporation Business 
180 Kimball Way 
South San Francisco, CA 94080 
Phone: 650.829. 1000/Fax 650.866.6651 




lice V. Wade 
Jfeg. No. 50,606 
igent for the Applicants 



